BEST AVAILABLE COPY 



12-05-05 12:17 From-PATTON BOGGS 



+ 



T-168 P. 05/20 F-172 



Application No.: 10/ >17159 



[from 



This listing of claims 
Listing of Claims: 
1 

interval, the method 

collecting 
obtained over an ex* 
beat-to-beat data havjing 

defining a 

organizing 
accordance with the 

constructing 
individual histogram^ 
common characteris' 

performing s 
characteristics of the 
^normal") 



DocketNo,: 023435.0101PTUS 
AMFT ^pMENTS TO THE CLAIMS 
will replace all prior versions and listings of claims in the application: 



(Curr sntly amended) A quantitative method of measuring a cardiac function 



romprising: 

a continuous recording of a cardiac interval taken from a single individual 
a :nded period of rime, beat-to-beat data representative of a cardiac interval, each 
a value, 

phkrality of bins, each one of the plurality of bins having a defined value range, 
ach of the collected beat-to-beat data into one of the plurality of bins in 
value of the data and die value range of the bin to create a histogram, 
a composite histogram by summing the contents of each bin from a set of 
derived from a group of recordings taken from several individuals with 
£cs, and 

statistical analysis on the combined histogram to define the statistical 
group, where such analysis can, but does not necessarily require Gaussian 
distribution of the data in said group. 



2. (Orijjinal) The method of claim 1 wherein the step of summing of each 
individual bin comp rises calculating a composite set of data. 

3. (Original) The method of claim 1 wherein the representative interval comprises 
a time measurement. 

4. (Original) The method of claim 1 wherein the interval comprises an amplitude 
measurement. 

5. (Original) The method of claim 1 wherein the step of collecting data comprises 
obtaining an ambul Ltory electrcK^diograpbic monitoring recording. 



6. (C 
comprises at least < 
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Ordinal) The method of claim 1 wherein the cardiac function interval 

of a QT interval, a QTc interval, a PR interval, an KR interval, an ST interval, 



one 
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inxerval comprises 
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a QRS duration, a JT interval, an interval between QTA apex and QTE end of T-wave, and an 
interval between P beginning and P end. 

(Curxtntly amended) A quantitative method of measuring a cardiac function 
lomprising: 

a continuous recording of a cardiac interval taken from a single individual 
a sided period of rime, beat-to-beat data representative of a cardiac interval, each 
a value, 

bins, each one of the plurality of bins having a defined value range, 
of the collected beat-to-beat data into one of the plurality of bins in 
yalue of the data and the value range of the bin to create a histogram, 
a composite histogram by summing the contents of each bin from a set of 
derived from a group of recordings taken from several individuals with a 
ics, and 

statistical analysis comparing one composite histogram taken from a group of 
:ommon characteristic to a second or more composite histograms taken from a 
of subjects having a second or more characteristic to define whether the 
been sampled from the same population. 



8. (Original) The method of claim 7 wherein the step of summing of each 
individual bin comp rises calculating a composite set of data, 

9. (Ori noal) The method of claim 7 wherein the representative interval 
comprises a time measurement 

10. (Garjrently amended) The method of claim 7 wherein the representative interval 
comprises an amplhude measurement* 

11. (Original) The method of claim 7 wherein the means for collecting 
comprises ambuhtc iy electmcardiographic monitor. 



(Currently amended) The method of claim [[IB 7 wherein the cardiac function 

least one of a QT interval, a QTc interval, a PR interval, an RR interval, an ST 



st J 
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duration, a JT interval, an interval between QTA apex and QTE end of T-wave, 
and an interval between P beginning and P end 



Application No.: 
interval, a QRS 



13. (Guns 
other therapeutic agept 

providing a 

collecting, ovler 
interval of the subject 
agent, each beat-to-beat 

defining a phjuality of 

organizing 
the plurality of bins i 

calculating a 



>ntly amended) A method of measuring an effect of a pharmaceutical or 
on a subject, comprising: 
pharmaceutical or other therapeutic agent to the subject, 

an extended period of time, beat-to-beat data representative of a cardiac 
and a group of subjects not provided the pha rmarjnm^al or other therapeutic 



escb 



comgosk frgragram for the 



data having a value, 

bins, each one of the plurality of bins having a defined value range, 
of the collected data from the subj ^ the ff° u P of subjects into one of 
accordance with the value of the data and the value range of the bin, sad 
sum of data in each bin based upon the quantity of data in each bin to create a 
subject and a composite histogram for the group of subjects, andO 



m 



statistically a *al; 



CT 



the pharmaceutical 
thegrpupofsubjeai 



14. 



interval, the method 
collecting 

representative of a 

stratifying th|e 

accordance with a 

range, and 

creating a 

histogram 



15. (i 
interval, the raethoc. 

collecting, orver 



ini 



lyaag comparing the composite histogram for the subject after exposure to 
other therapeutic agen t, baseline., or p la ceb o to the CQmp°* fe histograjn for 



(Cur -ently amended) 



A quantitative method of measuring a cardiac function 

comprising; 

fnjim a group of subjects , over an extended period of time, beai-to-beat data 
c ard iac interval, each beac-to-beat data having a value, 

collected beat-to-beat data, based upon the value of the collected data, in 
plurality of defined bins , each one of the plurality of bins having a defined value 



composite hierngnim for T he group of subjects to allow statistical analysis of the 



Cm lenxly amended) A quantitative method of measuring a cardiac function 



iterval, each beax-t >beat data having 



comprising: 

an extended period of time, beai-to-beat data representative of a cardiac 
a value, 
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collected fe gjit-to-beat data, based upon the value of the collected data, in 

defined bins, each one of the plurality of bins having a defined value 



composite 



patient optogram to 



histogram to allow statistical analysis of the histogram, and comparing 
a composite curve. 



16. (Origjlnal) 
a set of normal subjefcis 
individual 



I histogram falls 



Original) 



17. (< 
a set of placebo treaijed subj 
the individual 



A method as in claim 1 5 where the composite curve is derived from 
jects and the individual histogram is tested to assess the probability that 
histogram falls within the set of placebo subjects. 



18. (Ordinal) 
histogram to the cor nposite 
individual is derived from the 



: either norm J subjects 



19. (Original) 

a set of 

characteristics and 
subject with disease. 



A method as in claim 15 where the composite curve is derived from 
and the individual histogram is tested to assess the probability that the 
within the set of normal subjects* 



A method as in claim 15 where the comparison of the individual 
curve is used as a diag nostic test to determine the probability that the 
set utilized to construct the composite curve. 



tie 



A method as in claim 15 where the composite curve is derived from 
, placebo treated subjects or subjects with other baseline 
individual histogram is derived from either a potential normal subject or a 
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